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Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMU N| CA^ON |n noevent , however , maya reply bet i m e, yfi ,ed 

- Extensions of time may be available under the provisions ot ii u-k i.uoidj. 
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- Failure to reply within the set or ex tended [^^S^e ma£ Sate of Ws communication, even if timely filed, may reduce any 

- Any reply received by the Office later than three monl " s ane ' " ,B """ a 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

I )□ Responsive to communication(s) filed on . 

2a)D This action is FINAL. 2b)[£] This action is non-final. 

3d Since this application is in condition for allowance except for ^formal , matters prosecutor , as to the ments « 
closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.fa. Z \ o. 

Disposition of Claims 

4) [X] Claim(s) M5 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) IEl Claim(s) Ml is/are rejected. 

7) D Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
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If approved, corrected drawings are required in reply to this Office action. 
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DETAILED ACTION 
Response to Amendment 

1 . This Office Action is responsive to Applicant's response in paper Nos. 9 and 10 to 
the first Office Action in Paper No. 7. 

acKnowiedged and all previous objections to the specification and claims and 
rejections under 35 USC §112 are withdrawn. 
3 The receipt and entry o, Applicant's amendment received 1 1 August 2001 is 
acknowledged and the Examiner acknowledges that Applicant has met the 
requirements for receiving the benefit of an earlier filing date under 35 USC §120. 
4. The receipt and entry of Applicant's Declaration under 37 CFR 1.132 filed 21 

September 2001 is acknowledged. 
5 The rejection of Claims 1 and 3-13 under 35 USC §102(b) as being anticipated by 
N o,re eta, is hereby withdrawn in favor of the new rejection below. The rejection of 
Claim 2 is maintained for the reasons o, record as set forth in the previous Office 
Action. 

Examiner's Response to Remarks 

3 Applicant has made an argument based on a stoichiometric analysis on page 6 in 
th e third and fourth complete paragraphs of the amendment. Whiie this argument 
appears convincing at firs, glance, two points cast doubt on its validity. 

a Appiicanfs argument makes the assumption that Nofre reports the weight of 
,ne Neotame obtained for the hydrate (or wet crystals) but reports the percent 



Page 3 

Application/Control Number: 09/708,006 
Art Unit: 1623 

yield for the anhydrate (or dry) crystals. This is an assumption without support 
in the disclosure of Nofre. 
b. Another more reasonable explanation for the weight/percent yield 

discrepancy is that it is due to rounding error in reporting the weight of the 
Neotame produced. It is standard scientific practice to assume an error in 
numbers of at least ± 1 unit in the least significant figure. Nofre's reported 
value for the yield of Neotame of 9 grams can be considered therefore to 
represent a range of 8-10 grams for the weight of Neotame obtained. In order 
for the discrepancy to be significant enough to support Applicant's 
stoichiometric analysis a yield of 9.0 grams would had to have been reported, 
c. Applicant's other arguments relate to the Declaration under 37 CFR. §1 .1 32 
and are addressed below. 

Declaration - 37 CFR § 1.132 

5. The Declaration under 37 CFR § 1 .132 has been carefully considered and the 
following remarks are made in response thereto: 

a. Applicant has clearly demonstrated that Nofre discloses Neotame having 
a water content of 1 .4 % (less than 3%) on page 2 of the Declaration, in 
numbered paragraph 6. This meets the limitation of Claim 2 which is 
therefore maintained. 

b. Applicant presents several other experiments in numbered paragraphs 7,8 
and 9. These experiments employ Neotame/solvent ratios of 
approximately 1gram/milliliter and are not convincing demonstrations of 
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the disclosure of Nofre since such high compound/solvent ratios are never 
employed. 

Thus the Declaration under 37 CFR 1 .132 filed 21 September 2001 is insufficient to 
overcome the rejection of Claim 2 and based upon Nofre et al as set forth in the last 
Office action because it demonstrates that Nofre produces the end points of the 
range of water contents that Applicant's crystalline types fall within. 

New Rejections 
Claim Rejections -35 USC § 112 

6. Claims 1 and 2 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite forfaiting to particularly point out and distinctly claim the subject matter 
which applicant regards as the invention. Claims 1 and 2 recite the limitation "(20, 
CuKa)" (in lines 3 and 5, respectively). The phrase "(20, CuKa)" renders the claim 
indefinite because it is unclear whether the limitations enclosed in parentheses are 
part of the claimed invention. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

PatenSirty shall not be negatived by the manner in which the invention was made. 
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7. Claims 1-13 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Wakamatsu et al (US 4,810,818 03-1989) and further in view of Nofre et al (US 
5,480,668 01-1996). Wakamatsu discloses (Column 3, lines 1 1-43) a method of 
producing a more easily soluble crystalline form or aspartame which comprises 
granulation and drying the aspartame to a water content of 2.6% by weight which 
meets the limitation of less than 3% of instant Claim 2. Wakamatsu further teaches 
(Column 2, lines 17-18) a range of granule size of 0.1 to 10 mm which embraces the 
instant range of 1 00-1 ,400 urn (which corresponds to 0. 1 -1 .4 mm). Wakamatsu is 
silent with respect to the use of N-[N-(3,3-dimethylbutyl)-L-a-aspartyl]-L- 
phenylalanine 1-methyl ester (neotame) in this process. Nofre, however, discloses 
(Column 4, line 65-Column 5, line 10) neotame and its synthesis (Column 6, lines 
27-54) from aspartame to which it is a close analog. Nofre further teaches (Column 
1, lines 10-19) the use of neotame as a sweetening agent in food and drinks as well 
as its use (Column 6, lines 16-26) in conjunction with other sweeteners such as 
sucrose and saccharin . Nofre further teaches (Column 6, lines 8-16) its use in 
conjuction with carriers or bulking agents such as polydextrose, starch, 
maltodextrins, and cellulose. Nofre teaches (Column 4, lines 29-37) the use of 
neotame for all uses of the known sweetener aspartame. Thus it would have been 
obvious for one of ordinary skill in the art to have performed this invention at the time 
Applicant asserts it was made. The motivation for performing this invention would 
have been to provide the same improved solubility for neotame that the process of 
Wakamatsu provided for its close analog aspartame, a commercially important 
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sweetener. Because of the very close structural similarity of neotame and aspartame 
and the large overlap in their intended uses the expectation for success would be 
very strong. 

Conclusion 

8. Claim 2 stands rejected under 35 USC §102(b). Claims 1-15 stand rejected under 35 
USC§103(a). 

9. Claims 1-15 are outstanding. Claims 1-15 are rejected. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Paul A. Zucker whose telephone number is 703-306- 
0512. The examiner can normally be reached on Monday-Friday 7:00-3:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Gary Geist can be reached on 703-308-1701 . The fax phone numbers 
for the organization where this application or proceeding is assigned are 703-308- 
4556 for regular communications and 703-308-4556 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the receptionist whose telephone number is 703- 
308-1235. 
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